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Thomas G. Eakin 



Applicant herewith submits to the United States Designated/Elected Office (DO/EO/US) the following items and other information: 

1 . §0 This is a FIRST submission of items concerning a submission under 35 U.S.C. 371 . 

2. □ This is a SECOND or SUBSEQUENT submission of items concerning a submission under 35 U.S.C. 371 . 

3. CH This is an express request to begin national examination procedures (35 U.S.C. 371(f)). The submission must include items 

(5), (6), (9) and (21) indicated below. 

4. Q The US has been elected (Article 31). 

5. Q A copy of the International Application as filed (35 U.S.C. 371(c)(2)) 

a. H j S attached hereto (required only if not communicated by the International Bureau). 

has been communicated by the International Bureau. 
0. □ is not required, as the application was filed in the United States Receiving Office (RO/US). 

6. □ An English language translation of the International Application as filed (35 U.S.C. 371(c)(2)). 

is attached hereto. 

has been previously submitted under 35 U.S.C. 154(d)(4). 

7. □ Amendments to the claims of the International Application under PCT Article 19 (35 U.S.C. 371(c)(3)) 

a. D are attached hereto (required only if not communicated by the International Bureau), 
have been communicated by the International Bureau. 

have not been made; however, the time limit for making such amendments has NOT expired, 
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INTERNATIONAL APPLICATION NO. 
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ATTORNEY'S DOCKET NUMBER 
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20. Other items or information: 

Please see attached sheet. 
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21. 0 Basic national fee (37 CFR 1 492(a)) $300 



CALCULATIONS 



300.00 



PTO USE ONLY 



22. 0 Examination fee (37 CFR 1.492(c)) 

If the written opinion prepared by ISA/US or the international preliminary examination report prepared 

by IPEA/US indicates afl claims satisfy provisions of PCT Article 33(1 )-(4) $0 

All other situations $200 



$ 200.00 



23. Search fee (37 CFR 1.492(b)) 

If the written opinion of the ISA/US or the International preliminary examination report prepared by 
IPEA/US indicates all claims satisfy provisions of PCT Article 33(1 )-(4) $0 

Search fee (37 CFR 1.445(a)(2)) has been paid on the international application to the USPTO as an 
International Searching Authority $100 

International Search Report prepared by an ISA other than the US and provided to the Office or 
previously communicated to the US by the IB $400 

All other situations $500 



$ 500.00 



TOTAL OF 21,22 and 23 = 



$1000.00 



|— | Additional fee for specification and drawings filed in paper over 100 sheets (excluding 

sequence listing in compliance with 37 CFR 1.821(c) or (e) or computer program listing in an 
electronic medium) (37 CFR 1 .492(j)). 
The fee is $250 for each additional 50 sheets of paper or fraction thereof. 



Total Sheets 
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Extra Sheets 
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Number of each additional 50 or fraction 
thereof (round up to a whole number) 
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CLAIMS 
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Total claims 
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Independent claims 
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MULTIPLE DEPENDENT CLAIM(S) (if applicable) 
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[jj Applicant claims small entity status. See 37 CFR 1 .27. Fees above are reduced by Vi. 
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A check in the amount of $ m 
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. in the amount of $ to cover the above fees 



IKsTFfS 10 FEB Mi 
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d. d Fees are to be charged to a credit card. WARNING: Information on this form may become public Credit card information should not 
be included on this form. Provide credit card information and authorization on PTO-2038. 

NOTE: Where an appropriate time limit under 37 CFR 1.495 has not been met, a petition to revive (37 CFR 1.137(a) or (b)) must be filed 
and granted to restore the International Application to pending status. 
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Copy of Written Opinion of the International Searching Authority. 
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Applicant herewith submits to the United States Designated/Elected Office (DO/EO/US) the following items and other information: 
1 fO This is a FIRST submission of items concerning a submission under 35 U.S.C. 371 . 

2. 0 This is a SECOND or SUBSEQUENT submission of items concerning a submission under 35 U.S.C. 371. 

3. LZl This is an express request to begin national examination procedures (35 U.S.C. 371(f)). The submission must include items 

(5), (6), (9) and (21 ) indicated below. 

4. □ The US has been elected (Article 31). 
Q A copy of the International Application as filed (35 U.S.C. 371 (c)(2)) 

a. H is attached hereto (required only if not communicated by the International Bureau) 

has been communicated by the International Bureau, 
c. d is not required, as the application was filed in the United States Receiving Office (RO/US). 
An English language translation of the International Application as filed (35 U.S.C. 371(c)(2)). 
a. □ . is attached hereto. 

has been previously submitted under 35 U.S.C. 154(d)(4). 
Amendments to the claims of the International Application under PCT Article 19 (35 U.S.C. 371(c)(3)) 
a. d are attached hereto (required only if not communicated by the International Bureau) 

have been communicated by the International Bureau, 
c. E have not been made; however, the time limit for making such amendments has NOT expired 

have not been made and will not be made. 
An English language translation of the amendments to the claims under PCT Article 19 (35 U.S.C. 371(c)(3)). 
An oath or declaration of the inventor(s) (35 U.S.C. 371(c)(4)). 
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10. □ An English language translation of the annexes of the International Preliminary Examination Report under PCT 
Article 36 (35 U.S.C. 371(c)(5)). 

Items 11 to 20 below concern document(s) or information included: 

1 1. O An Information Disclosure Statement under 37 CFR 1.97 and 1.98. 

2. □ An assignment document for recording. A separate cover sheet in compliance with 37 CFR 3.28 and 3.31 is included. 
A preliminary amendment. 
An Application Data Sheet under 37 CFR 1.76. 
A substitute specification. 

A power of attorney and/or change of address letter. 

A computer-readable form of the sequence listing in accordance with PCT Rule 13ter.2 and 37 CFR 1.821- 1.825. 
A second copy of the published International Application under 35 U.S.C. 154(d)(4). 
A second copy of the English language translation of the international application under 35 U.S.C. 154(d)(4). 
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Attorney Docket No. 3853 P 004 



PATENT 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
U.S. NATIONAL FILING UNDER 35 U.S.C § 371 



In Re U.S. Utility Patent Application of: 
Thomas G. Eakin 



From: PCT/GB2004/003520 (filed 13 August 2004) 

British Application No. GB 0319139.2 (filed 14 August 2003) 

For: Ostomy/Fistula Bag 

Mailed: 



PRELIMINARY AMENDMENT 

Commissioner for Patents 
Mail Stop PCT (U.S. National) 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 

Before examination of this Application, please make the following amendments. 
Amendments to the Specification begin on page 2 of this paper. 

Amendments to the claims are reflected in the listing of claims which begins on page 4 of 
this paper. 

The Abstract to be added is on page 7 of this paper. 
Amendment to the Drawings is on page 8 of this paper. 
Remarks are on page 9 of this paper. 
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In The Specification: 

On Page 1, after the title, please insert the following heading: -DESCRIPTION-. 

On Page 1, after the above heading, please insert the following heading: -CROSS- 
REFERENCE TO RELATED APPLICATIONS-. 

On Page 1, after the above heading, please insert the following paragraph: -This 
Application is a U.S. National filing under § 371 of International Application No. 
PCT/GB2004/003520, with an international filing date of August 13, 2004, now pending, 
claiming priority from Great Britain Application No. GB2003/19139.2, with a filing date of 
August 14, 2003, now pending, and herein incorporated by reference.- 

On Page 1, after the above added new heading and paragraph are added, please add the 
heading: -TECHNICAL FIELD-. 

On Page 1, after line 7, please add the heading: -BACKGROUND OF THE INVENTION- 

On Page 2, after line 2, please add the heading -SUMMARY OF THE INVENTION-. 

On Page 3, after line 5, please add the heading -BRIEF DESCRIPTION OF THE 
DRAWINGS-. 

On Page 3, line 12, please replace the paragraph with the following amended paragraph: 
Figur e 4 is a diagram Figures 4A and 4B are diagrams illustrating the manner in which the seal 
may be operated in the embodiment of Figure 3; 

On Page 3, line 14, please replace the paragraph with the following amended paragraph: 
Figur e 5 is a diagram Figures 5A and 5B are diagrams illustrating a further embodiment of the 
present invention; 

On Page 3, line 16, please replace the paragraph with the following amended paragraph: 
Figur e 6 is a diagram Figures 6A and 6B are diagrams illustrating the manner in which the seal 
operates in the embodiment of figure 5 of the present invention; 

On Page 3, line 18, please replace the paragraph with the following amended paragraph: 
Figur e 7 shows a Figures 7A and 7B show yet further embodiments of the present invention; and 
and, 

On Page 3, line 19, please replace the paragraph with the following amended paragraph: 
Figure 8 shows Figures 8A and 8B show yet anoth e r other embodiments of the present invention. 
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On Page 3, after line 20, please add the heading --DETAILED DESCRIPTION OF THE 
INVENTION-. 
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Amendments in The Claims: 

This listing of claims will replace all prior versions, and listings, of claims in the 
application: 

Listing of Claims: 

What is claimed is: 

1 . (currently amended) A lesion or fistula isolating bag , th e bag d e fining comprising: a first 
chamber having a closeable e ntranc e and entrance; a second chamber for application to a lesion 
or fistula and fistula, wherein access to the second chamber is made through the first chamber via 
a valve , th e valv e b e ing arranged to inhibit passage of fluid from the second chamber to the 
first[[,]] and to allow said access from the first chamber to the secondf^]] ; and, th e bag further 
comprising a closure for said closeable entrance. 

2. (original) A bag according to claim 1, wherein the closeable entrance is sealable. 

3. (currently amended) A bag according to claim 1 or claim 2 , wherein said valve includes 
at least two members which extend inside the bag and, when the closure is in a closed state, said 
members close to form the valve. 

4. (currently amended) A bag according to claim 1 or claim 2 , wherein the valve comprises 
a flexible partition dividing the first and second chambers (11 4 , 116), th e partition and 
comprising first and second adjacent layers (120, 122), and wh e r e in with each layer includ e s 
including an aperture (12 4 , 126) , the respective apertures being offset one from the other. 

5. (currently amended) A lesion or fistula isolating bag (110) comprising: first and second 
chambers (11 4 , 116) , one of which has a closeable opening (118) for access, wherein the 
chambers are divided by a flexible partitio n, th e partition comprising first and second adjacent 
layers (120, 122), and wh e r e in with each layer includ e s including an aperture (12 4 , 126) , the 
respective apertures being offset one from the other. 

6. (currently amended) A bag according to claim 4 or claim 5 in which each aperture 
comprises a respective slit. 

7. (original) A bag according to claim 6 in which the slits extend generally parallel to one 
another. 

8. (currently amended) A bag according to any on e of claims 4 to 7 claim 4 , wherein the 
first layer is formed of a material which is heavier than the material of the second layer. 
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9. (currently amended) A bag according to any on e of claims 4 to 8 claim 4 , wherein one 
layer is thicker than the other. 

10. (currently amended) A bag according to any ono of claims 6 to 9 claim 6 , wherein the 
offset between the slits is between 100 mm and 5 mm, pr e f e rably b e tw e en 50 mm and 10 mm, 
mor e pr e ferably b e tw ee n 30 mm and 15 mm 5 mm and 100 mm . 

1 1 . (currently amended) A bag according to any on e of claims 6 to 10 claim 6 , wherein the 
slits are between 80 and 300 mm long. 

12. (currently amended) A bag according to any on e of claims 4 to 1 1 claim 4 , wherein the 
bag comprises first and second bag portions, the first chamber being formed by the first bag 
portion and the second chamber being formed by the second bag portion. 

13. (currently amended) A bag according to any on e of th e pr e c e ding claims claim 4 , 
wherein said closeable entrance is located on an outer edge of the first chamber . 

14. (currently amended) A bag according to any on e of th e pr e c e ding claims claim 4 , 
wherein the closure is a zip fastener. 

15. (currently amended) A bag according to any on e of claims 1 to 13 claim 4 , wherein the 
closure is a removable cover such as a lid. 

16. (currently amended) A bag according to any on e of th e pr e c e ding claims claim 4 , 
wherein the bag includes a further aperture for the passage of fluid between atmosphere and the 
device. 

17. (original) A bag according to claim 16, wherein the further aperture comprises a drain. 

18. (currently amended) A bag according to any on e of th e pr e ceding claims claim 4 , 
wherein an outer surface of the second chamber is adherent. 

19. (currently amended) A bag according to any on e of th e pr e c e ding claims claim 4 , 
wherein the first chamber has at least one overall dimension approximately equal to 50 mm. 

20. (currently amended) A bag for isolating a lesion or fistula comprising: 

a vessel comprising a first wall of flexible material , th e first wall including with a first 
slit[[ J] and a second wall opposite the first wall with th e v e ssel furth e r including a closeable 
opening on a second wall, th e s e cond wall being opposit e the first wall ; 

a bag including a second slit; 
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wherein the vessel and bag are joined with one another such that the first and second slits are 
oriented in the same direction and are adjacent to, but offset from, one another and the jem joint 
surrounds an area encompassing the first and second slits. 

21. (currently amended) A m e thod of making a bag according to any one of claims 1 to 20 A 
bag according to claim 1 , wherein the bag or bags ar e is made from flexible polymers selected 
from a group consisting , for e xampl e , any of polyethylene, polyvinyl chloride and ethyl vinyl 
acetate. 

22. (currently amended) A m e thod of making a A bag according to claim 12, wherein there 
is a joint th e join between the fist and second bags and the joint is made by a welding process 
selected from the group consisting o f , for e xampl e , any of thermal, radio-frequency and impulse 
welding. 

23. (Cancelled) 



Attorney Docket No. 353 P 004 
Title: Ostomy/Fistula Bag 
Page 7 



In The Abstract: 

After the claims, please insert the following Abstract: 

~ A lesion or fistula isolating bag, the bag defining a first chamber having a closeable entrance 
and a second chamber for application to a lesion or fistula and wherein access to the second 
chamber is made through the first chamber via a valve, the valve being arranged to inhibit 
passage of fluid from the second chamber to the first, and to allow said access from the first 
chamber to the second, the bag further comprising a closure for said closeable entrance.- 
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Amendment in the Drawings: 

The attached sheet of drawings includes changes to Figure 4B. This sheet, which 
includes Figures 4A and 4B, replaces the original sheet including Figure 4A. In Figure 4B, 
previously omitted labeling "4B" has been added. 
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REMARKS 



The Specification has been amended to conform with the drawings. 

The claims have been amended to conform to United States practice and to remove 
multiple dependencies; no new matter has been introduced by these amendments. Claim 23 has 
been cancelled. Consequently, claims 1-22 are to be examined. 

Attached are a Replacement Sheet and an Annotated Sheet Showing the Change made to 
the Figures to correct an omission (Figure Number). 

Applicant respectfully requests entry of the above amendments prior to examination. 

Please charge any deficiencies of fees to Deposit Account No. 23-0280. 
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In The Specification: 

On Page 1, after the title, please insert the following heading: -DESCRIPTION--. 

On Page 1, after the above heading, please insert the following heading: -CROSS- 
REFERENCE TO RELATED APPLICATIONS-. 

On Page 1, after the above heading, please insert the following paragraph: -This 
Application is a U.S. National filing under § 371 of International Application No. 
PCT/GB2004/003520, with an international filing date of August 13, 2004, now pending, 
claiming priority from Great Britain Application No. GB2003/19139.2, with a filing date of 
August 14, 2003, now pending, and herein incorporated by reference.— 

On Page 1, after the above added new heading and paragraph are added, please add the 
heading: -TECHNICAL FIELD-. 

On Page 1, after line 7, please add the heading: -BACKGROUND OF THE INVENTION-. 

On Page 2, after line 2, please add the heading -SUMMARY OF THE INVENTION-. 

On Page 3, after line 5, please add the heading -BRIEF DESCRIPTION OF THE 
DRAWINGS-. 

On Page 3, line 12, please replace the paragraph with the following amended paragraph: 
Figur e 1 is a diagram Figures 4A and 4B are diagrams illustrating the manner in which the seal 
may be operated in the embodiment of Figure 3; 

On Page 3, line 14, please replace the paragraph with the following amended paragraph: 
Figure 5 is a diagram Figures 5A and 5B are diagrams illustrating a further embodiment of the 
present invention; 

On Page 3, line 16, please replace the paragraph with the following amended paragraph: 
Figur e 6 is a diagram Figures 6A and 6B are diagrams illustrating the manner in which the seal 
operates in the embodiment of figure 5 of the present invention; 

On Page 3, line 18, please replace the paragraph with the following amended paragraph: 
Figur e 7 shows a Figures 7A and 7B show yet further embodiments of the present invention; and 
and. 

On Page 3, line 19, please replace the paragraph with the following amended paragraph: 
Figur e 8 shows Figures 8A and 8B show yet another other embodiments of the present invention. 
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On Page 3, after line 20, please add the heading -DETAILED DESCRIPTION OF THE 
INVENTION--. 



Attorney Docket No. 353 P 004 
Title: Ostomy/Fistula Bag 
Page 4 

Amendments in The Claims: 

This listing of claims will replace all prior versions, and listings, of claims in the 
application: 

Listing of Claims: 

What is claimed is: 

1 . (currently amended) A lesion or fistula isolating ba g, th e bag d e fining comprising: a first 
chamber having a closeable e ntranc e and entrance; a second chamber for application to a lesion 
or fistula and fistula, wherein access to the second chamber is made through the first chamber via 
a valve , th e valv o b e ing arranged to inhibit passage of fluid from the second chamber to the 
first[[,]] and to allow said access from the first chamber to the secondrMI ; and, th e bag further 
comprising a closure for said closeable entrance. 

2. (original) A bag according to claim 1, wherein the closeable entrance is sealable. 

3. (currently amended) A bag according to claim 1 or claim 2 , wherein said valve includes 
at least two members which extend inside the bag and, when the closure is in a closed state, said 
members close to form the valve. 

4. (currently amended) A bag according to claim 1 or claim 2 , wherein the valve comprises 
a flexible partition dividing the first and second chambers (114, 116), the partition and 
comprising first and second adjacent layers (120, 122), and whoroin with each layer includes 
including an aperture (124, 126) , the respective apertures being offset one from the other. 

5. (currently amended) -A lesion or fistula isolating bag (140) comprising: first and second 
chambers (11 4 , 116) , one of which has a closeable opening (118) for access, wherein the 
chambers are divided by a flexible partitio n, th e partition comprising first and second adjacent 
layers (120, 122), and whoroin with each layer includes including an aperture (124, 126) , the 
respective apertures being offset one from the other. 

6. (currently amended) A bag according to claim 4 or claim 5 in which each aperture 
comprises a respective slit. 

7. (original) A bag according to claim 6 in which the slits extend generally parallel to one 
another. 

8. (currently amended) A bag according to any on e of claims 4 to 7 claim 4 , wherein the 
first layer is formed of a material which is heavier than the material of the second layer. 
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9. (currently amended) A bag according to any on e of claims 4 to 8 claim 4 , wherein one 
layer is thicker than the other. 

10. (currently amended) A bag according to any on e of claims 6 to 9 claim 6 , wherein the 
offset between the slits is between 100 mm and 5 mm, pr e ferably b e tw e en 50 mm and 10 mm, 
more pref e rably b e tw ee n 30 mm and 15 mm 5 mm and 100 mm . 

1 1 . (currently amended) A bag according to any on e of claims 6 to 10 claim 6 , wherein the 
slits are between 80 and 300 mm long. 

12. (currently amended) A bag according to any on e of claims 4 to 1 1 claim 4 , wherein the 
bag comprises first and second bag portions, the first chamber being formed by the first bag 
portion and the second chamber being formed by the second bag portion. 

13. (currently amended) A bag according to any on e of th e pr e c e ding claims claim 4 , 
wherein said closeable entrance is located on an outer edge of the first chamber . 

14. (currently amended) A bag according to any on e of th e pr e ceding claims claim 4 , 
wherein the closure is a zip fastener. 

15. (currently amended) A bag according to any on e of claims 1 to 13 claim 4, wherein the 
closure is a removable cover such as a lid. 

16. (currently amended) A bag according to any on e of the pr e ceding claims claim 4 , 
wherein the bag includes a further aperture for the passage of fluid between atmosphere and the 
device. 

17. (original) A bag according to claim 16, wherein the further aperture comprises a drain. 

18. (currently amended) A bag according to any on e of th e pr e c e ding claims claim 4 , 
wherein an outer surface of the second chamber is adherent. 

19. (currently amended) A bag according to any one of th e pr e ceding claims claim 4 , 
wherein the first chamber has at least one overall dimension approximately equal to 50 mm, 

20. (currently amended) A bag for isolating a lesion or fistula comprising: 

a vessel comprising a first wall of flexible material , th e first wall including with a first 
slit[[,]] and a second wall opposite the first wall with th e v e ss e l furth e r including a closeable 
opening on a s e cond wall, th e s e cond wall b e ing opposite the first wall ; 

a bag including a second slit; 
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wherein the vessel and bag are joined with one another such that the first and second slits are 
oriented in the same direction and are adjacent to, but offset from, one another and the iem joint 
surrounds an area encompassing the first and second slits. 

21. (currently amended) A m e thod of making a bag according to any on e of claims 1 to 20 A 
bag according to claim 1 , wherein the bag or bags ar e is made from flexible polymers selected 
from a group consistin g , for e xample, any of polyethylene, polyvinyl chloride and ethyl vinyl 
acetate. 

22. (currently amended) A m e thod of making a A bag according to claim 12, wherein there 
is a joint th e join between the fist and second bags and the joint is made by a welding process 
selected from the group consisting o f , for e xample, any of thermal, radio-frequency and impulse 
welding. 

23. (Cancelled) 
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In The Abstract: 

After the claims, please insert the following Abstract; 

— A lesion or fistula isolating bag, the bag defining a first chamber having a closeable entrance 
and a second chamber for application to a lesion or fistula and wherein access to the second 
chamber is made through the first chamber via a valve, the valve being arranged to inhibit 
passage of fluid from the second chamber to the first, and to allow said access from the first 
chamber to the second, the bag further comprising a closure for said closeable entrance.- 
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Amendment in the Drawings: 

The attached sheet of drawings includes changes to Figure 4B. This sheet, which 
includes Figures 4A and 4B, replaces the original sheet including Figure 4A. In Figure 4B, 
previously omitted labeling "4B" has been added. 



Attorney Docket No. 353 P 004 
Title: Ostomy/Fistula Bag 
Page 9 



REMARKS 



The Specification has been amended to conform with the drawings. 

The claims have been amended to conform to United States practice and to remove 
multiple dependencies; no new matter has been introduced by these amendments. Claim 23 has 
been cancelled. Consequently, claims 1-22 are to be examined. 

Attached are a Replacement Sheet and an Annotated Sheet Showing the Change made to 
the Figures to correct an omission (Figure Number). 

Applicant respectfully requests entry of the above amendments prior to examination. 

Please charge any deficiencies of fees to Deposit Account No. 23-0280. 
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Ostomv/Fistula Bag 

The present invention relates to devices for providing access to a lesion - such 
as an ostomy or wound - or to a fistula on a person or animal (hereinafter 
generically referred to as a "wound") whilst isolating the wound from a 
surrounding environment. More specifically, the invention relates to an 
ostomy, fistula or wound drainage bag for this purpose. 

Various devices are known for the dressing of wounds on persons or animals 
which simultaneously allow access to the wound for inspection and/or for 
treatment whilst isolating the wound from the surrounding atmosphere. For 
example, a device known in the art is shown in Figure 1. The device 10, 
sometimes known as a window bag, is applied to the skin of the patient 12 over 
the wound 18. The device consists of a body 14 which is often of generally 
circular cross-section and has a lid 16 which may be removably fixed to the 
body 14 to isolate the wound from the surrounding environment. Access to the 
wound may be made by removing the lid 16. These lids and bodies are of 
generally circular cross-section as the shape tends to allow a more efficient seal 
when compared to lids and bodies of other shapes. 

Another type of device that is known in the art is disclosed in United States 
Design Patent No. 432,232. This document discloses a wound drainage device 
which allows access and isolation for the wound and includes a zip fastener 
access for this purpose. 

Such devices have several inherent disadvantages. These include the fact that 
the seals are not particularly efficient; i.e. the zip of US Design Patent No. 
432,232 may not be particularly water tight. Further, neither device offers 



WO 2005/016158 



PCT/GB2004/003520 



2 

efficient isolation of the wound from the surrounding atmosphere if the lid is 
not properly sealed. 

It is an object of the present invention at least to alleviate these problems. 

5 

The invention is set out in the claims. 

Embodiments of the present invention provide advantages over the prior art by 
providing a bag device with first and second chambers and a seal, or valve, 

0 between the chambers which inhibits the passage of fluid between the 
chambers but also allows access for inspection and/or treatment of the wound. 
In one embodiment of the present invention, this is achieved by providing two 
or more members which extend inside the bag from its opening and which 
close to form the valve. In another embodiment of the present invention, the 

5 valve is effected by providing a flexible partition which divides the chambers. 
Access is made to the second chamber from the first chamber through the 
flexible partition which has two layers, each layer having a respective slit 
which is offeet from the other. Such an arrangement offers effectively a "zig- 
zag" set up which is the extra "seal" or "valve" in the device and therefore 

0 extra protection for the patient's wound. It would of course be possible to 
extend this arrangement so that the flexible partition has more than two layers, 
each layer having its own slit. 

A further advantage of the present invention is that embodiments may be 
5 automatically manufactured using machinery. Many of the devices in the prior 
art must be manufactured by hand. 

Applications of the device of the present invention include application to a 
wound as defined above. In such an application utilising embodiments of the 
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present invention, the bag is fixed to a patient over a wound that he or she has. 
The user (a doctor or nurse) may open the bag at the entrance and enter his/her 
hand into the bag and the first chamber. Access can be gained to the wound for 
inspection and/or further treatment of the wound through the valve and the 
5 second chamber. 

Embodiments of the present invention will now be described, by way of 
example only, and with reference to the accompanying drawings in which: 
Figure 1 is a diagram showing a window bag as known in the prior art; 
10 Figure 2 is a diagram showing an embodiment of the present invention; 

Figure 3 is a diagram showing another embodiment of the present invention; 
Figure 4 is a diagram illustrating the manner in which the seal may be operated 
in the embodiment of Figure 3; 

Figure 5 is a diagram illustrating a further embodiment of the present 
15 invention; 

Figure 6 is a diagram illustrating the manner in which the seal operates in the 
embodiment of figure 5 of the present invention; 
Figure 7 shows a yet further embodiment of the present invention; and 
Figure 8 shows yet another embodiment of the present invention. 

20 

Referring now to Figure 2 an embodiment of the present invention is 
illustrated. The bag 4 comprises an opening or entrance 6, chambers 7a and 7b 
and a valve 9 which isolates one chamber from the other. The bag is placed 
over the wound 8 of the patient 2 and the user enters his or her hand through 
25 the bag entrance 6 into the first chamber 7a. The valve 9 opens, or access is 
gained through it, for the user to inspect or treat the wound. Operation of the 
valve 9, which may take several forms, is discussed below. 
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Referring now to Figure 3, a device 110 according to an embodiment of the 
present invention is illustrated. The device 110 comprises first and second 
chambers 114, 116 and a closeable aperture 118 which may be provided by a 
lid, zip fastener or other suitable closure means. The two chambers 114, 116 

5 are separated by a partition comprising two adjacent layers 120, 122 each of 
which has a respective slit 124, 126. As is illustrated, the slits may be oriented 
in the same direction, but offset from one another. The slits need not be parallel 
to one another, but may simply be oriented in substantially the same direction. 
It will also be appreciated that the openings in the layers need not be by means 

10 of slits, but may be by any suitable shape of opening. 

In use, the device 110 is affixed to a patient's skin 112 and over a wound 
thereon (not shown). An outer surface of the device is adherent (for example, 
the outer surface may be coated in adhesive) in order to affix or attach it to a 
15 patient Coating the outer surface of the chamber with adhesive offers a 
convenient and easy method of fixing the device to the patient. Preferably, the 
adhesive is of a type approved for medical use such that it does not irritate the 
patient's skin or provide any risk of infection to the wound. 

20 In an embodiment of the invention, the first layer 120 of the partition may be 
heavier than the second layer 122. In this way, the forming of the seal/valve 
when the user's hand is withdrawn from the device is enhanced; the additional 
weight of the first layer of the partition presses down on the second layer such 
that it presses close against the patient's body thereby forming the seal. 

25 Various means may be used to achieve this additional weight in the first layer, 
for example, it may be formed of a material which is more dense than the 
material of the second layer, and/or the material of the first layer is of greater 
thickness than the material of the second layer. 
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In embodiments of the present invention the closeable aperture 118 in Ihe first 
chamber is sealable, so that the aperture 118 is watertight. In other 
embodiments of the invention, the aperture is sealable so that it is airtight 
thereby increasing the sterility of the device. 

In embodiments of the present invention the device is made from flexible 
polymer, for example, any of polyethylene (PE), polyvinyl chloride (PVC) and 
ethyl (or ethylene) vinyl acetate (EVA). Such polymers offer flexible and 
convenient-to-manufacture materials for the construction of the chambers or 
bag. Typically, the first layer 120 of the partition (or first chamber itself) is 
constructed from PE and the second layer 122 of the partition (or second 
chamber itself) is constructed from EVA. Other olefins or polyolefins might 
also be used. In this instance, PE is a slightly heavier material than EVA and, 
as such, assists the forming of the seal as described above. 

In an embodiment of the present invention, the offset between the slits is 
between 15 to 30mm. However, the offset between the slits may be between 5 
mm and 100 mm or between 10 mm and 50 mm. 



In an embodiment of the invention, the slits 124 and 126 are between 80 mm 
and 300 mm long depending on the overall size of the device. It has been found 
that slit lengths in this range offer convenient access without compromising the 
integrity of the seal offered by the partition. 

Referring now to Figure 4 the manner in which the seal operates and in which a 
user may gain access to a wound through the device is now discussed. Figure 
4a shows a cutaway of the device 110 illustrating the layers 120 and 122 in 
relation to the patient's skin 1 12. The wound on the patient's skin is not shown 
for the sake of clarity. Also shown in the first layer 120 is the slit 124 and in 



WO 2005/016158 



PCT/GB2004/003520 



6 

the second layer 122 is shown the slit 126. As mentioned above, these slits are 
offset from one another. The user gains access to the first chamber 114 by 
opening the closeable aperture 118 which is shown in Figure 3. The user then 
opens the slit 124 which opens as shown in Figure 4b as the layer is made of a 
flexible polymer and then accesses the opening by pushing through in the 
direction 128 as shown and then through the slit 126. As the second layer 122 
is also made from flexible polymer, as discussed above, the user has access 
directly through both layers to the wound for inspection and/or treatment. 

Referring now to Figure 5, another embodiment of the present invention is now 
discussed. In this embodiment 210 of the device the first and second chambers 
are formed by the joining together of two bags or bag portions 214, 216. The 
two bags 214, 216 are welded together at 230 as shown in Figure 5b. Various 
methods of welding may be employed for this purpose, the most suitable 
having been found to be thermal welding, radio-frequency welding or impulse 
welding. 

In this embodiment, the width of the bag (dimension 234 as shown in Figure 
5a) is approximately 50 mm. A bag of this size offers sufficient width for the 
user to manipulate the chamber or bag to open it, and access the slits 224, 226 
in order to access to the patient's wound. Of course, it will be appreciated that 
other dimensions of this magnitude, say between 200 and 20 mm, or between 
150 and 25 mm, or 100 and 30mm, or 75 and 40 mm may be used depending 
on the requirements of the particular application. 

The closeable aperture 218 is formed by means of a plastic (or other suitable 
material) zip fastener which offers convenient closeable access to the first bag. 
Plastic zip fasteners on their own are inefficient at providing fluid containment, 
but coupled with the seal/valve offered by the flexible partition with offset slits, 
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the device offers a secure seal to contain any fluid which may be discharged by 
the patient's wound. 

Alternatively, and as mentioned in the preceding example, the closeable 
5 aperture is effected by a removable cover such as a lid. Any other type of 
closing may be used such as button fasteners, but it is preferable that the 
aperture is sealable. 

As mentioned above, the two bags are welded together around the slits at 230. 
10 The zipper weld may be inset to allow the zipper the freedom to be opened 
easily by the user as shown at 236. 

The width of the first bag (zipper bag) is determined such that it suits the 
dimensions of the second bag (wound bag). 

The slit 224 in the first bag 214 should be at the bottom of the first bag while 
the slit 226 in the second bag 216 is situated close to the weld adjacent to the 
zip 214. 

In embodiments of the present invention a further aperture 232 may be 
provided in device 210. Multiple further apertures may be provided but a 
single aperture 232 is illustrated for the sake of simplicity. This aperture (or 
apertures) may be multi-purpose in that it could be used for the draining of any 
fluid which is discharged by the wound, for wound irrigation or, could possibly 
be used for sterile access to the wound, for, for example, an intravenous drip to 
the patient. 



20 



25 



The manner in which access may be effected to the patient's wound with 
alternative embodiment is now illustrated in Figure 6. The slits 224, 226 
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shown , n ft. fe, md second bags 214 _ 216 ^ a ^ jnMrts hk ^ 
hand «hr 011gh me apertttte 21 8 (flK ^ ap^jdjjg 218 as shown open in Figure 
6), the aetion of raising the' aperture 218 causes the layer 220 of the bag to 
move in a* manner iUustrated in Figure 6b. Access my ^ b , ^ fc fte 
second bag 216 in the direction 228 as shown. 

Figure 7 Musteates a teher atanattve ^bodimen, of the present invention 
winch shows an alternative version of *, va)v e 0 f Fignres 3 «o 6. In dns 
embodiment me zip 318 is started on an „ tttei de edge of the bag 314, in mis 
case a, the open .op of tt e wound bag which is attached .o the pauen. 3,6 over 
me wound 324. Each side of the zip strip is W e lded t0 me ^ ^ back 
bag respeefrvely as shown a, 330. He va.ve 334 is effected by manbers which 
extend away from me zip fastener into the bag 314 and is effective when me 

z 3 K i« t y is ^ ,o *• * bas *** 314 - 

. 3l \ * e Va,TC 334 S ° *« «» 324 n,ay then be accessed. Such . 

valve whrch is integm, wfth .he zip 3,8 offerc a toher ,eve, of security to the 
dev.ce so that the HkeUhood of any .eakage of wound discha^e or of infection 
to the wound is greatly reduced. 

As a fcrther ^ m ^ ^ ^ ^ ^ 

wth.me V1 " Ve ° f "•"» 3 <° 6 * <»»vide enhanced isolation between me 
opening and the wound. 

"The aperture 320 provides a means for passage of fluid into and/or out of the 



R temng now to F,gure 8, a fltrther exampte of an embodiment of ft. present 
mventton . shown. This embodiment is a variant of the embodiment of Fignre 
3, and Idee reference numerak refer to , to parts . ^ device „„ rf 
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comprises, again, first and second chambers 114 and 116 and a closeable 
aperture 118 which, in this example, is in the form of zip fastener. The two 
chambers 114, 116 again are separated by a partition comprising two adjacent 
layers 120, 122 each of which has a respective slit 124, 126. The slits may be 
orientated in the same direction, but offset from one another although, as 
mentioned above, this is not absolutely necessary; the slits may simply be 
oriented in substantially the same direction. Again, the openings in the layers 
need not be by means of slits, but may be by any suitable shape of openings. 
Operation of the device is as described above with reference to Figure 3. 

It will be understood that the present invention has been described above purely 
by way of example and modifications of detail can be made within the scope of 
the invention. 



Each feature disclosed in the description and the claims and drawings may be 
provided independently or in any appropriate combination. 

It will also be appreciated that features of one aspect of the invention may be 
applied to features of another aspect of the invention. 
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Claims 

1 . A lesion or fistula isolating bag, the bag defining a first chamber, having 
a closeable entrance and a second chamber for application to a lesion or fistula 
and wherein access to the second chamber is made through the first chamber 
via a valve, the valve being arranged to inhibit passage of fluid from the second 
chamber to the first, and to allow said access from the first chamber to the 
second, the bag further comprising a closure for said closeable entrance. 

2. A bag according to claim 1, wherein the closeable entrance is sealable. 



3. A bag according to claim 1 or claim 2, wherein said valve includes at 
least two members which extend inside the bag and, when the closure is in a 
closed state, said members close to form the valve . 

15 

4. A bag according to claim 1 or claim 2, , wherein the valve comprises a 
flexible partition dividing the first and second chambers (114, 116), the 
partition comprising first and second adjacent layers (120, 122), and wherein 
each layer includes an aperture (124, 126), the respective apertures being offset 

20 one from the other. 



5. A lesion or fistula isolating bag (1 10) comprising: 

first and second chambers (114, 116), one of which has a closeable opening 
(118) for access, wherein the chambers are divided by a flexible partition, the 
partition comprising first and second adjacent layers (120, 122), and wherein 
each layer includes an aperture (124, 126), the respective apertures being offset 
one from the other. 
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6. A bag according to claim 4 or claim 5 in which each aperture comprises 
a respective slit. 



7. A bag according to claim 6 in which the slits extend generally parallel to 
5 one another. 



8. A bag according to any one of claims 4 to 7, wherein the first layer is 
formed of a material which is heavier than the material of the second layer. 



10 



9. A bag according to any one of claims 4 to 8, wherein one layer is thicker 
than the other. 



10. A bag according to any one of claims 6 to 9, wherein the offset between 
the slits is between 100 mm and 5 mm, preferably between 50 mm and 10 mm, 

1 5 more preferably between 30 mm and 1 5 mm. 

11. A bag according to any one of claims 6 to 10, wherein the slits are 
between 80 and 300 mm long. 

20 12. A bag according to any one of claims 4 to 11, wherein the bag 
comprises first and second bag portions, the first chamber being formed by the 
first bag portion and the second chamber being formed by the second bag 
portion. 

25 13. A bag according to any one of the preceding claims, wherein said 
closeable entrance is located on an outer edge of the first chamber . 

14. A bag according to any one of the preceding claims, wherein the closure 
is a 2dp fastener. 
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15. A bag according to any one of claims 1 to 13, wherein the closure is a 
removable cover such as a lid. 

16. A bag according to any one of the preceding claims, wherein the bag 
5 includes a further aperture for the passage of fluid between atmosphere and the 

device. 

17. A bag according to claim 16, wherein the further aperture comprises a 
drain. 

10 

18. A bag according to any one of the preceding claims, wherein an outer 
surface of the second chamber is adherent. 

19. A bag according to any one of the preceding claims, wherein the first 
1 5 chamber has at least one overall dimension approximately equal to 50 mm. 

20. A bag for isolating a lesion or fistula comprising: 

a vessel comprising a first wall of flexible material, the first wall 
including a first slit, and the vessel further including a closeable opening on a 
20 second wall, the second wall being opposite the first wall; 
a bag including a second slit; 
wherein the vessel and bag are joined with one another such that the first and 
second slits are oriented in the same direction and are adjacent to, but offset 
from, one another and the join surrounds an area encompassing the first and 
25 second slits. 

21. A method of making a bag according to any one of claims 1 to 20, 
wherein the bag or bags are made from flexible polymers, for example, any of 
polyethylene, polyvinyl chloride and ethyl vinyl acetate. 
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22. A method of making a bag according to claim 12, wherein the join 
between the fist and second bags is made by a welding process, for example, 
any of thermal, radio-frequency and impulse welding. 

23. A device for isolating a lesion or fistula substantially as hereinbefore 
described and as illustrated in Figure 2, or in Figures 3 and 4, or in Figures 5 
and 6, or in Figure 7. 
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□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide andtor amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3. □ In addition, in the case that more than one version or copy of a sequence listing andAor table relating thereto 

has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed as 
appropriate, were furnished. 

4. Additional comments: 
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Box No. II Priority 



1 . H The following document has not been furnished: 

E9 copy of the earlier application whose priority has been claimed (Rule AZbisA and 66.7(a)). 

□ translation of the earlier application whose priority has been claimed (Rule 43bisA and 66.7(b)). 

Consequently it has not been possible to consider the validity of the priority claim. This opinion has 
nevertheless been established on the assumption that the relevant date is the claimed priority date. 

2. □ This opinion has been established as if no priority had been claimed due to the fact that the priority claim 

has been found invalid (Rules 43b/s.1 and 64.1). Thus for the purposes of this opinion, the international 
filing date indicated above is considered to be the relevant date. 

3. Additional observations, if necessary: 



Box No. V Reasoned statement under Rule 43fc/s.1(a)(i) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Yes: 
No: 



Claims 
Claims 



4-23 
1-3 



Inventive step (IS) 



Yes: 
No: 



Claims 
Claims 



4-23 
1-3 



Industrial applicability (IA) 



Yes: 
No: 



Claims 
Claims 



1-23 



2. Citations and explanations 



see separate sheet 
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Re Hem V 

Reasoned statement with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

The present application does not meet the criteria of Article 33(1) PCT, because the 
subject-matter of claims 1 -3 is not new in the sense of Article 33(2) PCT. 

The document D1 discloses (the references in parentheses applying to this document) 
a lesion (w) isolating bag defining a first chamber (18) having a closeable entrance (see 
page 7, lines 17-19) and a second chamber (C) and wherein access to the second 
chamber is made through the first chamber via a valve (32). 
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